
!2-2006 06:32P FRM'I:WOMXFU*EI HOSPITFY. Rfl 5742241276 _ .  T0:8#16305151259 P.8'11 

1400 E. Ninth Strcet 
Rochester. Indiana 46975-8937 

December 21,2006 

U.S. Nuclear Regulatory Commission 
Region 111 
Materials Licensing Branch 
2443 Warrenville Road, Suite 21 0 
Lisle, Illinois 60532 

Re: Amendment to Material's License 13-20338-01 

Dear Madam or Sir: 

Pursuant to our telephonic discussion on 12/20/2006, we are nominating Mr. Rem0 
George, M.S., CNMT as our hospital's Radiation Safety Oficer. We also here by withdraw our 
nomination of Dr. Suk Lee, MD for the position of Radiation Safw Officer. Please consider this 
application as an addendum to our previous applidtion dated September 12,2006 to nominate 
Dr. Suk Lee, M.D. as our Authorized User. 

Thus, we wish to amend our Material's License 13-20338-01 as follows: 

CHANGE AUTHORIZED USER (AU) 

Add Dr. Suk Lee, M.D. as our Authorized User. 

CHANCE RADIATION SAFETY OFFICER (RSO) 

Add Mr. Rerno George, M.S., CNMT as our Radiation Safety Officer. 

DELETE AUTHORIZED USER AND R!30 

Richard Fox, M.D. 

If you require any additional information, please contact our Medical Nuclear Physicist, 
Thomas M. Kumpuris, M.S. DABR of Medical Physics ConsuItants, inc. 800.321.2207. 

Sincerely, 

John Alley 
CEO 

31573J- 
REC'D DEC 2 2 2006 
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3ODLAWN HOSPITAL 
# ROCHFm-INDIANA 

1400 E. Ninth Srreer 
Rochester. Indiana 46975-8937 

December 21,2006 

Mr. Remo George, M.S., CNMT 
Radiation Safety Officer 
Woodlawn Hospital 
1400 East gth Street 
Rochester, Indiana 46975 

Re: Radiation Safety Officer / Executive Management Letter of Understanding 

Dear Mr. Remo George, 

You have been appointed the Radiation Safety Officer (RSO) for this facility for our 
United States Nuclear Regulatory Commission Materials License. This “Letter of 
Understanding” is prepared to comply with Title 10 Code of Federal Regulations (CFR) Part 
35.24(b). this section of the regulations requires that you agree in writing to the following: 

+ Assume responsibility for implementing the Radiation Protection Program. 

+ 
approved procedures and all regulatory requirements. 

Ensure that radiation safety activities are being performed in accordancc with our own 

Furthermore, in compliance with 10 CFR 35,24(e), (g), the executive management 
of this facility agrecs to provide you as RSO: 

+ Specific written notification of your authority, duties and responsibilities, see attached. 

+ 
pmogativc to: 

Sufficient authority, organizational fieedom, time, resources and management 

1 .  Tdentify radiation safety problems; 
2. 
3. Stop unsafe operations; and, 
4. 

Initiate, recommend, or provide corrective actions; 

Verify implementation of corrective actions. 

Our signatures below attest to the issues noted above. Please make a copy of this 
document for your files and return the original to my attention. 

Sincerely, 

.. 
u x e c u t i v e  Management 0 Radiation Safety Officer 
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Wgodlavq Hospital Nuclear Medicine 
Policies Lut ROCC~WOS F~bruvy 24,2003 

RADTATION SAFETY OFFICER 
AUTHORITY, DWTES AM) RESPONSIMLIES 

The Radiation Safety officer W O )  skulk 

1. 

2. 

r )  
J. 

4. 

5 .  

Have [he nurhodty LO icaplcmcnt the Radiation Prottciion Ptogr- as refnrnccd in 10 
CFR 20.1 101. 

Have the authoiiry, organinatiod freedom, time, resources. and xnanagexmt prerogative 
to: 

a. Identify radiation safety problems; 
b. 

d. 

Initiate, r e c o m d  or provide corrective actions, 

Vedy implementation of corrtcth actions. 
c. stop UnEafk operations; and, 

Tnvestigate deviations &om the radiation safety practices approved by the facility 
managernem andor the radiation Safity C O ~ K C C ,  ifapplicablr. 

Collect in a centralized location, executive managemsnt approved procedures that can 
mclude policy and technical issues which, would makeup the Radjation Protection 
Propam as follows: 

a 
b. 

d. 
e. 
f 
g* 
h. 
i 

c. 

j- 

Authorhion for the purchase ofradioactive material 
Receipt and opening of packages condnbg radirracdw matcrhL- 
Storage and opening of packages containing radioactive material 
Inventory control. o f  r a d i o d v e  material. 
Safr use of radioactive mat& 
Emcrgeacy procedures in the e v e  of loss, theft, ctc. 
Periodic radiation w e y s  and wipe tests. 
Check of radiation w e y  and other radion &ty imtnmmb. 
Disposal or radioadivc mataxial. 
Pemamcl training of those who work m or &queut areas ofrdoaaive m a t e d  
use or storage. 

’ 

. 

Overset a record system of the Radiation proseaion Program per 10 CFR 20.2102 to 
mc,hde at least the hllowing: 

The provisions of the Radiatioa Protestion Program until the license is terminated by the 
NRC such ea: 

All records, reports, Written policies and procedures required by regulatory 
agencies canccrning mdioactivc m a t d  

.. 
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Woodlawn Hospital Nuclear Medicine 
Policia rpr Proccdllim FFebruay 24,2003 

b. 
matexial, such as Title 10 Code of Federal Regulations, 

A copy of the reguiations govcming the possession, use 

6. 

7 .  

8. 

9. 

10. 

11. 

nd dispod of liceased 

Audits &d other reviews ofthe M a i o n  Protection Propam content and 
implementation for a period of rhree (5) years after the record is made. 

Periodicdy evaluate ”action levels’’ for continued appropriateness to ensure compliance 
with 10 CFR 20.1501 and 1502 for the following: 

a. Personnel exposure investigation levels 
b. 
c. Bioassays, ifncccssary 
d. 

Area suntcys dose rate and contamhation levels 

Radioactive ej3uen-t conccntmions, if necessary 

Review the following Radiation Protection Program records, if applicabk: 

a. Sealed source inventories 
b. Sealed source leak tests 
c. Dose cai i i tor lineality tests 
d. Dose calibrator accuracy te3ts 
e. 
f. Occupational. radiation e?rposure reports 
g. Medical event documcntatio~ 
h. 
1. 

j. 

E m  the use of reasonable practices and controls to strive to maintain doses to  workers 
and to the public are A L A W  in compliance with 10 CFR 20,110 1 (b). . 

Dose cabator geometrical vkation tests 

Spill. f incident reports for cause and corrective action 
Dose rate and contamination survey results 
Changes m the mdhtion safky program 

Review wirh EiciXty management at least annually of the content o f  the Riddon 
Protection Program nnd determine if the written program is being implemented ia 
compliance with 10 CFR 20.1 101(c). 

Ensure as part o f  the ALARA effort that individual members of the pubiic shaU not 
receive a Total E W v e  Dose Equivalent (TEJ3E) of more than 10 aaem (0.1 mSv) per 
year tiom airbornc radioactive material releases as per 10 CFR 20.1 101(d) ,a necessary. 

Be a member of thc Radiation S&ty Committee (RSC), ifcrpplicabic, thts will 0-t 
d uses of wroduct material permined by the license as per CFR 3 5.24(f). 

ppso2 of2 
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RC FORM 313A (RSO) 
b2M)B) 

U.B. NUCLEAR REQULATORY COMMISSION 

RADIATION SAFETY OFFICER TRAINING AND EXPERIENCE 
AND PRECEPTOR ATTESTATION 

[ l o  CFR 35.501 

T0:8#16385151259 

~ ~ ~ ~ E q ~ ~ $ ~ ~  Nom 31s0-012 

P.2'11 

a. Classroam and Laboratory Training 
Clock Dates of 
Hours Tralnlng' 

\ 00 - to- 

Description of Tralning Location of Tralnlng 
MED-SHARE, INL., amaa TCL~GWIPW RO, PJOV. a, a001 

P s e s e c \ t  

SumFleLD, M I - JiSO34. 

W E S T E R ,  I #  46976. 

Radlation physics and 
instrumentation 

Radiation protection 

p l o o o ~ 4 8 4 ~  l--loJ PITAL, Illon€ S'''SlM~T, 

1, GO II 

- -  
Mathematics pertaining to the 
use and measurement of 
radioactivity 

Chemistry of byproduct materlal 

50 ' J  
/ I  

- 

for medical use // a o  /, 

Radiation biology 
IO 6 

1, 

Total Hours of Tralnlng: 

lequested Authorization(s) The license suthorfies the fo/lowing medical uses (check all thal epply): 

35.100 m35.200 35.300 35.400 a 35.500 0 35.600 (remote afterioader) 

PC FORM 31% (RSO) (102W6) PRWEDON RECYCLCD PAPER PA& 1 
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RC FORM 313A (R80) 
-) 

U.S. NUCLEAR REGUUTORY COWISSU 

RADIATION SAFRY OFFICER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION kontlnuedl 

3. Structured Educational Proaram for Prowsed Radlatlon Sahtv Offlcer (continued) 
b. Supervised Radlatlon Safety Experlence 

(lf more then one supervlsing individual is necessary io document supervised wcrk expedence, provide multl@€ 
coples of this sectlon.) 

Description of Experlence 

Shlppfng, receiving, and performing related 
radiation surveys 

Using and performing checks for proper 
operation of Instruments used to determlne 
the activity of dosages, survey meters, and 
Instruments used to measure radionuclldes 

Securing and conlrolllng byproduct material 

Using admlnlstrative controls to avoid 
mlstakes in administration of byproduct 
material 

~- - 
Using procedures to prevent or mlnlmlre 
radioactive contamination and uslng proper 
decontamlnation procedures 

Using emergency procedures to control 
byproduct material 

__ 
Disposing of byproduct material 

Licensed Materlal Used (e.g., 35.100, 
35.200, etc.)+ -35.100. 3 5 . a O  

-- 

N 

Dates of 
Tralnlng* 

NCN. a I, a00 
- h0- 

F%e.sent 

Choose all applicable ~lcllons of 10 CFR Part 35 lo dsocrlbe redbkotopes and quentIUos used: 35.100,35.200.35.9(10,35.400,35.506, 
35.600 remote afterloader unYs, 35.600 teletherapy units. 35.600 Qamma slereotactlc radiwwgety unlis. enwglng techndoglss (provide 
lldl of devlces) 

PAGI 
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Supervlslng lndivldual jLlcensdPemit Number listlng supervising lndlvlduel as a 
1 Radiation Safelv officer 

7 

RICHARD F. F ~ x , M . D .  I3 - a0 33% - 0 1 i 
! 

T0:8#16305151259 P. 4/11 

use on the license. 
- . 

Dates of 
Training' 

~ O L Y  ao,aas 

Descripllon of Training Trainlng Provided By 

Radlatlon safety, regulatory issues, and 
emergency procedures for 35.100, 35.200, 
and 35.500 uses 

Radiatlon safety, regulatory issues, and 
emergency procedures for 35.300 uses 

RlCHAPD Fox, M . 0 .  -to- 
Sew. ta , Po06 

b l .  * N . 4 .  

-- 
Radlatlon safety, regulatory Issues, and 
emergency procedures for 35.400 uses 

u 4 

Radiation safety, regulatoty Issues, and 
emergency procedures for 35.800 - 
teletherapy uses 0 

h 

Radlatlon safety, regulatw issues, and 
emergency procedures for 35.800 - remote 
afterloader usee '/ 

RadlaHon safety, regulatory Issues, end 
emergency procedures for 35.800 - gamma 

h 

stereotactlc radiosurgery uses 0 I/ 

Radiatlon safety, regulatory Issues, and 
emergency procedures for 35.1000, specify 
use(9): 4 4 

IRC FORM 31 3A (R80) 
0-2408) 

U.8. NUCLEAR REGULATORY COMMWBION 

RADIATION SAFETY OFFICER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 



DE 

.., 

.--- .... -.. ~.. ........ -----. .. ..- -..-.. . ..~....~...~...~...~_.....~~.......~.....~..~....~~..~. "~. 1.. .. ..... .... . ......... . . ...... .. .. ...-. .-. .. .--.- - -  - - - -  ............. . 

LicensdPermlt lists supervising Individual as: 

d e d i a t i o n  Safety Offlcer 

0 Authorized Medical Physicist 

Authorized as RSO, AU, ANP, or AMP for the followlng medlcal uses: 

m35.100 m35.200 0 35.300 0 35.400 

0 35.500 0 35.600 (remote aflerloader) a 35.600 (teletherapy) 

WAuthorlzed User 0 Authorized Nuclear Pharmaclst 

0 35.600 (gamma stereotactic radiosurgery) 0 35.1000 ( ) 
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RC FORM 313A (RSO) 
O-ZQCU) 

US. NUCLEAR REGULATORY COMISSW 

RADIATION SAFETY OFFICER TRAINING AND EXPERIENCE AND PRECEPTOR AHESTAVON Icantlnueddl 

3. red Educat lonal Proaram for Pronored Radlatlon Safetv OM cor (conttnued) 

c. Tralning in radlatlon safety, regulatory issues, end emergency procedures br all types of medical use on the 
license (con tlnued) 

~ 

d. Sklp to and complete Part ll Preceptor Attestation. 

OR 

3 4. Authorized User, A ythorized Me&gJ&vslcl rt. or Authorized Nuclear Pharmacist Mentifled sa 
the llcen8ee's license 

a. Provide license number. 

b. Use the table in section 3.c. to describe trainlng in radiation safety, regulatory issues, and emergency 

c. Sklp to and complete Part II Preceptor Attestation. 

procedures for all types of medical use on the Ilcense. 

PART II - PRECEPTOR ATESTATION 
Jote: This part must be completed by the lndlvldual's preceptor. The preceptor does not have to be the supenrlsing 

Individual as long as the preceptor provides, directs. or verifies training and experience required. If more than 
one preceptor Is necessary to document experience, obtain a separate preceptor statement from each. 

:Jrst Section 
:heck one of the followlng: 

3 I. ~ardCertlffcatlon 

0 I attest that has sattsfactorlly completed the requirements In 
Name ol Pmpo8e.d Redlarlan Safe@ Omw 

10 CFR 35.50(a)(lXl) and (aX1XIl); or 35.50 (aKZ)(I) and (a)(2)(ll): or 3550(c)(1). 

OR 
8 2 .  Structured Educatlonal Proaram for ProDosed Radlatlon Safetv Offlcerg 

attest that RE W b  OIEORGE, M.S, C.,JMT. has satlsfactorlly completed e structural educational 
NSITIO Ol Pmpored R e d W n  Safely O f h r  

program condstlng of h t h  200 hours of classmom and laboratory trafning and me year of full-time 
radiation safety experience as required by 10 CFR 35.50(b)(l). 
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NRC FORM JlJA (RSO) 
(10-2lxn3) 

0.9. NUCLEAR REOULATORY COMMISSION 

RADIATION SAFETY OFFICER TRAINING AND EXPERIENCE AND PRECEPTOR ATTESTATION (continued) 
~~~ 

'recsWor Attestation (contlnued) 

'Irst Sectton (continued) 
:heck one of the following: 

0 3. Addltlanal Authorlzation as Radlatlon Safetv Officer 

is an 
- 0 I attest that 

Hams d Pmpowd Radlnlh Safaly OmCa 

0 Authorized User 

a Authorlzed Medical Physicist 

Mentifled on the Llcensees llcense and has experience wlth the radlatlon =feu 
aspects of simllar type of use of byproduct materlal for whlch the individual has 
Radiation Safely Officer responsibilities 

0 Authorized Nuclear Pharmadst 

~ m m m m m m o ~ ~ ~ m a m ~ ~ m a m m m o m ~ m ~ m ~ ~ ~ m m m m ~ ~ m ~ D m ~ m D ~ ~ ~ ~ D ~ m m ~ m m ~ D ~ ~ D m  

AND 
h o n d  Sectlon 
:omplete for all (cheek a// that apply): 

emergency procedures for the foilowlng types of use: 

&3*35.100 

a36,200 

0 35.300 
0 35.300 
0 35.300 
0 35.300 
a 35.400 

0 35.500 

35.800 

a 35.800 
0 35.600 

0 35.1000 

oral administration of less than or equal to 33 millicuries of sodium lodlde 1-131, for 
whlch a written directbe is requlred 

oral admlnlstratlon of greater than 33 millicurles of sodium iodide 1-131 

parenteral administration of any beta-emitter, or a photon-emitting radionuclide wlth 
a photon energy less than 150 keV for whlch a wrltten dlrectlve is required 

parenleral adrnlnistration of any other radlonucllde for which a wrltten dlrecUve Is 
required 

remote afterloader units 

teletherapy unlts 

gamma stereotactlc radiosurgery unlts 

emerging technologies, Including: 
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